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Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )□ Responsive to communication(s) filed on 30 June 2005 . 
2a)D This action is FINAL. 2b)S This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quay/e, 1935 CD. 1 1, 453 O.G. 213. 

Disposition of Claims 

4) D Claim(s) 1-3.5-9.11 and 12 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) 1-3. 5 is/are allowed. 

6) D Claim(s) 6-9. 11-12 is/are rejected. 

7) Q Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
1 1 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12)D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. Q Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attachment(s) 

1 ) □ Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-41 3) 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) Paper No(s)/Mail Date. . 

3) □ Information Disclosure Statement(s) (PTO-1449 or PTO/SB/08) 5) □ Notice of Informal Patent Application (PTO-152) 

Paper No(s)/Mail Date . 6) □ Other: . 
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This Office action supersedes previous communication. 

Claims 1-3, 5-9, 11-12 are pending in this application. 
Claims 4, 10 are cancelled. 

Claim Rejections - 35 USC § 112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 6-9, 11-12 are rejected under 35 U.S.C. 112, first paragraph, as failing to comply 
with the written description requirement. The claim(s) contains subject matter, which was not 
described in the specification in such a way as to reasonably convey to one skilled in the 
relevant art that the inventor(s), at the time the application was filed, had possession of the 
claimed invention. 

On page 6, lines 1-11, the specification discloses a list of diseases or conditions that are 
mediated by inhibition of DPP-IV. These are deemed speculations, as there are no journal 
articles and/or biological assays as conclusive evidence of the statement. Treating diabetes I 
and II with a single compound is not well known and the specification fails to provide sufficient 
evidence in support of these novel treatment. Therefore, the specification lacks adequate 
support for claims 6-9, 1 1 . By adding the evidence the rejection would be overcome. However, 
applicant should note that the introduction of new subject matter would raise the issue of new 
matter rejection 

Applicant should also note that incorporation by reference in the specification must be 
done in accordance with the requirement of the MPEP, which states as follows: 



Application/Control Number: 1 0/71 3,299 Page 3 

Art Unit: 1626 

A mere reference to another application, publication or patent is not an incorporation of 
anything therein into the application containing such reference for the purpose of satisfying the 
requirement of 35 USC 112, first paragraph. In re de Seversky, 474 F.2d 671 , 177 USPQ 144 
(CCPA 1973). Particular attention should be directed to the subject matter and the specific 
portions of the referenced document where the subject matter being incorporated may be found. 
MPEP 608.01 (p). 

If the document is a pending US application: prior to allowance of an application that 
incorporates essential material by reference to a pending US application, if the referenced 
application has not been published or issued as a patent, applicant is required to amend the 
disclosure of the referencing application to include the material incorporated by reference. The 
amendment must be accompanied by an affidavit or declaration executed by the applicant, or a 
practitioner representing the applicant, stating the amendment consists of the same material 
incorporated by reference in the referencing application. MPEP 608.01 (p). 

The specification fails to disclose the structural definitions of the "prodrug" of the 
compounds of claim 1 so as to enable one of ordinary skill in the art to determine the structures 
of compounds that are included and/or excluded by the term. Therefore, claim 12 is indefinite. 

Claims 8-9 are drawn to methods of treating metabolic syndrome, hyperglycemia, 
impaired glucose tolerance, and obesity. While the listed conditions are associated with 
diabetes, there are numerous causes of these conditions such as, genetic, life style, eating 
habit, etc. There is no evidence in the specification that the instant compound would treat the 
conditions arising from all the other sources. By deleting the diseases the rejection would be 
overcome. 
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Applicant's arguments filed 6/30/05 have been fully considered but they are not 
persuasive. Applicant filed several journal articles in support of diseases arising from inhibition 
of DP IV. This is not persuasive because the Examiner is not allowed to read the specification 
into the claims much less an external journal articles. The journals must be incorporated by 
reference in accordance with the MPEP. 

Applicant also contends that examples of prodrugs are disclosed in the specification. 
This is not persuasive exemplification is not an explicit definition. The specification must set 
forth the definition explicitly and clearly, with reasonable clarity, deliberateness and precision, 
Teleflex Inc. v. Ficosa North Am Corp., 63 USPQ2d 1374, (Fed. Cir. 2002), Rexnord Corp. v. 
Laitram Corp., 60 USPQ2d 1854 (Fed. Cir. 2001). 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter, which the applicant regards as his invention. 

Claims 6-9, 11-12 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Claims 6-9, 11-12 are indefinite for reasons set forth above under 35 USC 112, first 
paragraph. Claims 6-7 are drawn to inhibition of DP IV protease in a mammal. This, in and of 
itself is not a utility without reading the specification into the claims contrary to many court's 
decisions and the Office practice. In addition, the diseases arising from inhibition of DP IV are 
claimed in claims 8-9, 11-12, which would make them substantial duplicates of claims 6-7. By 
deleting claims 6-7 the rejection would be overcome. 
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Allowable Subject Matter 



Claims 1 -3, 5 are allowable over prior arts of record. 

Telephone Inquiry 

Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Taofiq A. Solola, PhD., JD., whose telephone number is (571) 272-0709. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Mr. Joseph McKane, can be reached on (571) 272-0699. The fax phone number for 
this Group is (571) 273-8300. 

Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the Group receptionist whose telephone number is (571) 272-1600. 
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